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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



RECEIVED 
CENTRAL RAX CENTER 

JUNM 2007 



Application No. 


: 10/695,194 Confirmation No.: 44 18 


Applicant. 


: HOCH STRASSER et al.. Date: June 8. 2007 


Filed 


: October 28, 2003 


TC/A.U. 


: 1645 


Exomincr 


: Rodney P. Swartz 


Docket No. 


: 108140.00030 


Customer No. 


: 38485 


For 


: DIAGNOSTIC METHOD FOR TRANSMISSIBLE 
ENCEPHALOPATHIES 



ATTN; OIPK 
Commissioner for Patents 
P.O. Box 1450 
Alexandria. V A 22313-1450 

PETITION TO WITHDRAW 
THE HOLDING OF ABANDONMENT 

Sir: 

The present application has been deemed abandoned lor failure to timely file a 
proper reply to lhe outstanding Office Action dated September 1 1 , 2007. A copy of the 
Notice of Abandonment is attached indicating that no reply was received. 

A response was submitted via EFS to the Patent and Trademark Office on January 
1 1 , 2007, with a request for a one month extension of time and the required fee ($60.00). 
The extension fee was paid by credit card. 

A copy of the KFS receipt is attached. Upon review of the receipt, only 2 pages 
of the response are indicated as having been received by the PTO. However, applicants 
had uploaded the full document consisting of more than 2 pages. A copy of the PDF 
upload which indicates 9 pages is attached. This document comprises the Response. 
Amendment, Transmittal, and Petition for Extension of Time. Also attached is a copy of 
the undersigned's credit card statement showing thai the extension fees were debited by 



NYC tt6455.l 
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the PTO. AH of this indicates that applicants made a good faith effort to timely respond 
to Ihe Office Action dated September 1 1 . 2006, 

A copy of the originally transmitted Response to the Office Action, is enclosed. 
The papers are dated and certified pursuant to 37 CFR 1 .8 as being filed on January I 1 , 
2007. 

In view ol (he above applicants request that the Notice of Abandonment be 
withdrawn and the application passed onto examination. 

Applicants believe that no additional fees are required in connection with this 

response. However, if additional fees are required, the Commissioner i?; hereby 

authorized to charge any additional payment, or credit any overpayment, to Deposit 

Account No. 01-2300, referencing Docket Number 108140.00030. 



Respectfully submitted. 




Rochel le K. Seidc, Hi IX 
Registration No. 32,300 
A RENT FOX LLP 



1 675 Broadway 
New York. NY 10019 
Tel. No. (212)4840945 
Fax No. (212)4554-3990 
Customer No. 38485 



NYC 336*1^5,1 
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Plcusc find below and/or attached u» Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communicuiion. 
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NoticG of Abandonment 



Application No. 

,10/695.194 _ _ 

Examiner 

Rodney P. Swartz. Ph. D. 



RECEIVED 
CENT^ALI^X'gE^TER 

apSHc««»)" JUN H Ml 

HOCHSTRASSER ET AL. 



Art Unit 



1645 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

This application it; abandoned in view of: 

1 . Kl Applicant's failure lo timely file a proper reply 10 the Office teller mailed on 1 1 S&pfe mhwZQQO 

(a) □ A reply was received on (wilh a Certificate of Mailing or Transmission dated ). which is alter the expiration of the 

period for reply (including a total extension ol time ol month{s)) which expired on , 

(b) □ A proposed reply wan received on _ , but it does not constitute a proper reply under 37 CFR 1.1 13 (a) to the final rejection. 

(A proper reply under 37 CFR 1,113 to a final rejection consists only ol: (1 ) a timely tiled amendment which places trie 
application in condition (or allowance: (2) a timely tiled Notice ol Appeal (with appeal fee); or (3) a timely tiled Request tor 
Continued Examination {RCEJ in compliance with 37 CHR 1.114). 

(c) D A reply was received on but it does not constitute a proper reply, or a bona fido attempt at a proper reply, to the non- 

final rejection. See 37 CFR 1 .fJS(n) and 1.111. (See explanation in box 7 below). 

(d) 0*3 No reply has been received. 

2. □ Applicant s failure to timely pay the required issue fee and publication fee, if applicable, within the statutory period of three months 

from the mailing date of the Notice of Allowance (PTOL-85). 

(a) ED The issue fee and publication foc> if applicable, was received on _ _ (with a Certificate of Mailing or Transmission dated 

..... ), which is after the expiration of the statutory period for payment of the issue fee (and publication fee) set in the Notice of 

Allowance (PTOL-85). 

(b) □ The submitted fee of $ is insufficient. A balance of S is due. 

The issue fee required by 3/ CFR 1.18 is $ . The publication lee. il required by 37 CFR 1.18(d). is $., 

(c) D The issue too and publication fee, if applicable, has not been received, 

Fl Applicant's failure lo timely file corrected drawings as required by, and within the three-month period set in. the Notice ot 
Allowability (PTO-37). 

(a) □ Proposed corroded drawings were received on (wilh a Certificate of Mailing or Transmission elated ). which is 

after the expiration of the period for reply. 

(b) □ No corrected drawings have been received. 



'I.D'I he letter of express abandonment which is signed by the attorney or agent of record, the assignee ol (he entire interest, or all of 
the applicants. 

CI The letter of express abandonment which is signed by an attorney or ag«nl (acting in a representative capacity under 37 CFR 
1 .34(a)) upon tho filing of a continuing application. 

r>. Q The decision by tho Board of Patent Appeals and Interference rendered on and because the period for seeking court review 

of the decision has expired and there arc no allowed claims, 

7. ED Tho rcason(s) below: 




R0DNfc7PSWART2,mD< 

mum mmsn 

Petitions lo revive under 2/ CFR 1.13f(a) or (b), or requests to withdraw the holding of abandonment under 37 CFR 1.181, should bo promptly filod to 
minimize any negative eflocts on patent tenn. ■ 



U t'ttlMUl Tu«tl.niu:k Officii 

PTOL. -143S? (Kwv. 04-01) 



Notice ot Abandonment 



Part of P:.»pur Nn. 032907 
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Appln. No. I OA,- 1 94 

Reply to Office Action of September 1 1 , 2006 CENT^IilEaTPR 
Response dated January 1 1 . 2007 ObNI HAL PAX CENTER 

JUN U 8 2007 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 


Application No. : 


10/695.194 Confirmation No.: 4418 


Applicant. : 


HOCHSTRASSERetal. 


Filed 


October 28, 2003 


TC/A.U. : 


1645 


Examiner : 


Rodney P. Swart/ 


Docket No. ; 


108140.00030 


Customer No. : 


3S485 


For 


DIAGNOSTIC METHOD FOR TRANSMISSIBLE 
ENCEPHALOPATHIES 



Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 223 1 3- 1 450 



Sir: 



AMENDMENT 



This paper is submitted in response lo the Office action dated September 1 1 , 
2006. A one month extension to the time for responding to the Official Action is 
respectfully requested. 

Amendments to the Claims begin on page 2 of this paper. 
Remarks begin on page 1 7 of this paper. 



NYC/298979. 1 
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Appln. No. L0/ftv5J94 

Reply to Office Action of September 1 I, 2006 

Response dated January 1 1 , 2007 



RECEIVED 
CETfT^FAXCENTlR 



JUN « 8 2007 



AMENDMENTS TO THE CLAIMS : 

This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

Listing of Claims: 

I . (Currently Amended) A method of diagnosis of a transmissible spongiform 
encephalopathy (TSE) selected from the group co nsisting of Bovi ne Spo ngiform 
Encephf^ and Creutzfcldt- Jakob D is ease (CJD) or the possibility thereof in 

a subject suspected of suffering from BSE or CJD the-TSE. which comprises subjecting a 
sample of a body fluid selected from the group consisting of cerebrospinal fluid (CSF), 
blood, plasma and scrum taken from the subject, to mass spectrometry, thereby to 
determine a test amount of a polypeptide in the sample, wherein the polypeptide is 
differentially contained in the body fluid of BSE - or CJD- Tgfi-infcclcd subjects and 
non- BSE- or CJD- TSB-infectcd subjects, and is selected from the group consisting of 

(a) a polypeptide having a molecular weight of about 1010, 1 100. 1 125. 1 365, 3295. 
3645, 3890, 3970, 3990, 4030, 4294, 43 1 5, 4436. 4478, 4780, 5820, 6200, 6700, 7520, 
7574, 7630, 7770, 7930, 7975, 7980, 8020, 8600, 8936. 9107, 9145, 9185, 9454, 9950, 
10075, 10220, 10250, 1 1600, 11730, 11800, 13375, 13550, 14043, 15000, 15200, 15400, 
1 5600, 1 5900, 1 7839, 30000, 3 1 000 or 3 i 800 Da; 

(b) cyslatin C; and 

(c) a hemoglobin, a hemoglobin chain, or a truncated chain or fragment thereof which 
exhibits an immunological reaction to an antibody to bovine hemoglobin; 
comparing the test amount of the polypeptide in the sample to a reference amount of the 
polypeptide, wherein the reference amount of the polypeptide represents no BS E or CJD 
NYC/298070. | o 
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Appln. No. IO/C>v5J94 

R eply Lo Office Action of September I I ( 2006 

Response dated January 1 K 2()07 

TS-E infection; and wherein an increase or dccrca.se in the polypeptide in the subject's 
body fluid compared to the reference indicates BSE or OP '4~S£ in the subject. 

2. (Currently Amended) The method according to Claim I , in which the 
polypeptide is present in the body fluid of BS E- or OP- TSE- in footed subjects and not 
present in the body fluid of non-T&K B SKror CJP -infcctcd subjects, whereby the 
presence of the polypeptide in a body fluid sample is indicative ofTSE BSKorC JD . 

3. (Currently Amended) The method according to Claim I, in which the 
polypeptide is not present in the body fluid of BSE - or CJD- TSE~infected subjects and 
present in the body fluid of non-TSE BSE- or CJD -infceted subjects, whereby the non- 
presence of the polypeptide in a body fluid sample is indicative of TS-K BSE o r CJD . 

4. (Previously Presented) The method according to Claim 1 , in which the mass 
spectrometry is laser desorption/ionization mass spectrometry. 

5. (Previously Amended) The method according to Claim 4, in which the sample 
is adsorbed on a probe or on a protein chip array having an immobilized metal affinity 
capture (1M AC), hydrophobic, strong anionic or weak calionic exchange surface capable 
of binding the polypeptide. 

6. (Previously Presented) The method according to Claim 4, in which the 
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Appln. No. 10/0*5,194 

Reply to Office Action of" September 1 1, 2006 
Response dated January 1 1 , 2007 

polypeptide is determined by surface-enhanced laser desorption/ionization (SELDI) and 
time of flight mass spectrometry (TOF-MS). 

Claim 7 (Canceled) 

S. (Previously Presented) The method according to Claim J , in which a plurality 
of peptides is determined in the sample. 

9. (Previously Presented) The method according to Claim 1, in which the TSE is 
Ctcutzi'cldt-Jakob disease (CJD). 

1 0. (Previously Presented) The method according to Claim 9, in which the TSE is 
sporadic Creutzfcldt Jakob Disease (CJD) or variant Creutzl'cldt-Jakob Disease (CJD). 

1 1 . (Previously Presented) The method according to Claim 9, in which one or 
more polypeptides having a respective molecular weight or about 4780, about 6700, 
about S600 or about 13375 Da is determined, and the presence of one or more of such 
polypeptides is indicative of CJD. 

1 2. (Previously Presented) The method according to Claim 9 in which one or 
more polypeptides having a respective molecular weight of about 3970, about 3990, 
about 4294, about 4478, about 10075, about I 1 730, about 14043 or about 1 7839 Da is 

NYC/298079.1 4 
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Appln. No. I0/0V5J94 

Reply to Office Action of September 1 1 , 2006 
Response dated January 1 1, 2007 

determined, and the absence of one or more of such polypeptides is indicative of CJ D. 

1 3. (Previously Presented) The method according to Claim 9, in which a 
polypeptide having a molecular weight of about 7770 Da is determined, and the presence 
of such polypeptide is indicative of" CJD. 

14. (Previously Presented) The method according to Claim 9, in which a 
polypeptide having a molecular weight of about 3295, about 43 1 5, about 4436, about 
6200, about 8936, about 9107, about 9145, about 91 85, about 9454 or about 13550 Da is 
determined, and the absence or decreased amount of one or more of such polypeptides is 
indicative of CJD. 

1 5. (Previously Presented) The method according to Claim 9, in which a 
polypeptide having a molecular weight of about 7574, about 7930, about 7975 or about 
8020 Da is determined, and the presence or increased amount of one or more of such 
polypeptides is indicative of CJD. 

1 6. (Previously Presented) The method according to Claim I , in which the TSK is 
Bovine Spongiform Encephalopathy (BSE). 

17. (Previously Presented) The method according to Claim 16, in which the 
polypeptide has a molecular weight of about 10220 Da, and the presence of the 

NYC/298979. 1 s 
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polypeptide is indicative of BSE. 

1 8. (Previously Presented) The method aecording to Claim 16, in whieh one or 
more polypeptides having a respective molecular weight of about 10 10, 1 100 ? 1 125, 
1365. 3645, 4030, 3890, 5820, 7520, 7630, 7980, 9950, 10250, 1 1600, 1 1800, 15000, 
15200. 15400, 15600, 15900, 30000, 31000 and 31800 Da is determined, and the 
differential expression of one or more of such polypeptides is indicative of BSE, 

1 9. (Previously Presented) The method according to Claim I , in which the TSE i 

scrapie. 

20. (Withdrawn) A method of diagnosis, prognosis or therapy which comprises 
use of a polypeptide which is differentially contained in a body fluid of TSE-infcctcd 
subjects and non-infected subjects, the polypeptide having a molecular weight in the 
range of from 1000 to 100000 and being determinable by mass spectrometry. 

21 . (Currently Amended) A method of diagnosis, prognosis or therapy of a 
transmissible spongiform encephalopathy (TSE) se lected from the efo up con sis ting of 
Bovine^ (BSE) and Cr eut?fcklt -Jakob Disease (CJD) 
comprising contacting a material which rceognizes, binds to or has affinity for a 
polypeptide which is differentially contained in a body fluid selected from the group 
consisting of cerebrospinal tluid (CSF), blood, plasma and serum of BS E- orCJD- -FSfc- 

NYC/298979.1 a 
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Reply to Office Action of September 1 1 , 2006 

Response dated January 1 1 , 2007 

infected subjects and non-infected subjects, the polypeptide being selected from the 
group consisting of 

(a) a polypeptide having a molecular weight of about 1010, 1 100, 1 125, 1365, 3295, 
3645, 3890, 3970, 3990, 4030, 4294. 43 15, 4436. 4478, 4780, 5820, 6200, 6700, 7520, 
7574, 7630, 7770, 7930, 7975, 7980, 8020, 8600, 8936, 9107, 9145, 91 85, 9454, 9950, 
10075, 10220, 10250, 11600, 11730, 11 800, 13375, 13550, 14043. 15000, 15200, 15400, 
1 5600, 1 5900, 1 7839, 30000, 3 1 000 or 3 ! 800 Da; 

(b) cystatin C; and 

(c) a hemoglobin, a hemoglobin chain, or a truncated chain or fragment thereof which 
exhibits an immunological reaction to an antibody to bovine hemoglobin; 

and being determinable by mass spectrometry, wherein the amount ofpolypeptide in a 
sample is compared to a reference amount ofpolypeptide wherein the reference amount 
of polypeptide represents no BSE- orCJD- TSg infection. 

22, (Previously Presented) The method according to Claim 21, in which the 
material is an antibody or antibody chip. 

23. (Withdrawn) An assay device for use in the diagnosis of TSfi which 
comprises a plate having a location containing a material which recogniws, binds to or 
has affinity for a polypeptide which is differentially contained in a body fluid of TSE- 
infected subjects and non-infected subjects, the polypeptide having a molecular weight in 
the range of from 1000 to 100000 and being determinable by mass spectrometry. 

NYC/298970.1 7 
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Appln. No. 10/0^5,194 

Reply to Office Action of September I I * 2006 

Response dated January 1 ! , 2007 

24, (Withdrawn) An assay device Jhr use in the diagnosis of TSE, which 
comprises a plate having a location containing an antibody that is specific for cystatin C. 

25, (Withdrawn) An assay device for use in the diagnosis of variant CJD, which 
comprises a plate having a location containing an antibody that is specific for cystatin C 
and useful in the diagnosis of variant CJD. 

26, (Withdrawn) An assay device for use in the diagnosis of sporadic CJD, which 
comprises a pJatc having a location containing an antibody that is specific for cystatin C 
and useful in the diagnosis of sporadic CJD. 

27, (Withdrawn) An assay device for use in the diagnosis of BSE, which 
comprises a plate having a location containing an antibody that is specific for a 
hemoglobin, a hemoglobin chain or a truncated chain or a fragment thereof having an 
immunological reaction to antibodies specific for bovine hemoglobin and useful in the 
diagnosis of BSE. 

28, (Withdrawn) An assay device for use in the diagnosis of a TSE comprising a 
solid substrate having attached thereto an antibody thut is specific for any of the 
following: 

(i) a polypeptide that is differentially contained in the body fluid of TSK- 

NYC/298070,1 y 
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Reply to Office Action of September 1 I, 2006 

Response dated January II, 2007 

infected subjects and non-TSE-infcctcd subjects, and has a molecular weight in the range 
of from IO00u> 100000; 

(ii) a polypeptide thai is differentially contained in the body fluid ofTSE- 
infected subjects and non-TSE-infectcd subjects, and is selected from those having a 
respective molecular weight of about 1010, i 100, 1125, 1365, 3645. 4030. 3890, 5820, 
7520, 7630, 7980, 9950, 1 0250, 1 1 600, 1 1 800, 1 5000. 1 5200, 1 5400 f 1 5600, 1 5900, 
30000, 3 1 000 and 3 1 800 Do 

(iii) cystatin C; 

(iv) a hemoglobin, a hemoglobin chain or a truncated chain or a fragment 
thereof which exhibits an immunological reaction to an antibody to bovine hemoglobin 
and is differentially contained in the body tissue of bovine TSE-infccted subjects and 
non-bovine non-TSE-infectcd subjects. 

29. (Currently Amended) A kit for diagnosis of a TSC selected from the grou p 
consisting of BSE and CJD . comprising a' probe or prote in chip array havin g an 
immobilized.^^ capture ([ MAC), hydroph obic, strong anionic, or weak 

SStianjcjgX^ s urface capa bl e ...of binding a p olypeptide f or rce eiving-a onto whi ch a 
sample of body lluid selected from the group consisting of cerebrospinal fluid (CSF), 
blood, plasma, and serum is ads orbed , and for placement in a mass spectrometer, thereby 
to determine a test amount of a polypeptide in the sample, wherein the polypeptide is 
deferentially contained in the body fluid of BSE- or CJD - TSE-infected subjects and 
non- J^j>.o?: C J D- -Reinfected subjects, and is selected from the group consisting of 

NYC7298WU o 
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Reply to Office Action of September 1 1, 2006 

Response doled January i I, 2007 

00 a polypeptide having a moleeular weight of about 1010, 1100, 1125, 1365,3295, 
3645, 3890, 3970, 3090, 4030, 4294, 43 1 5, 4436, 4478, 4780, 5820, 6200, 6700, 7520, 
7574, 7630, 7770, 7930. 7975, 7980, 8020, 8600, 8936, 9107, 9145, 9185, 9454, 9950, 
10075, 10220, 10250, 11600, 11730, 11800., 13375, 13550, 14043, 15000, 15200, 15400, 
J 5600, 1 5900, 1 7839, 30000, 3 1 000 or 3 1 800 Da: 

(b) cystatin C; and 

(c) a hemoglobin, a hemoglobin chain, or a truncated chain or fragment thereof which 
exhibits an immunological reaction to an antibody to bovine hemoglobin; 

wherein diagnosis of TS6 is determined by comparing the test amount of polypeptide to a 
reference amount of polypeptide, wherein the reference amount of polypeptide represents 
no T&fi BS E orCJD infection. 

30. (Previously Presented) The kit according to Claim 29, in which the probe 
contains an adsorbent for adsorption of the polypeptide. 

3 I . (Previously Presented) The kit according to Claim 29, further comprising a 
washing solution for removal of unbound or weakly bound materials from the probe. 

32. (Currently Amended) A method of diagnosis of a transmissible spongiform 
encephalopathy (TSE) selected Iro m ,lhejg£^ c onsisting of Bov ine .Sjgongifonn 
Fjiemil?il9j>a or thc possibility thereof in 

a subject suspected of suffering from the^SE B SEorCJD . which comprises determining 

NYC/2'>8970.1 ,a 
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a test amount of eystatin C in a sample of body fluid selected from the group consisting 
ofeerebrospinai fluid (CSF), blood, plasma and serum taken from the subject, wherein 
the eystatin C is differentially contained in the body fluid of BSE- or CJD- 'PSK-infcctcd 
subjects and non-TSE-infectcd subjects; comparing the test amount of eystatin C in the 
sample to a reference amount of eystatin C wherein the reference amount of eystatin O 
represents no '-f&E BSE or CJD infection; and wherein an increase of eystatin C in the 
body fluid of the subject indicates : PS4i JftSE^px.CJD, 

33. (Currently Amended) A method of diagnosis of a transmissible spongiform 
encephalopathy (TSK) sel ected from the group consisting of BSE Bovine Sp ongiform 
BticciihnJk^Mh Dise ase (CJD) or the possibility (hereof in a 

subject suspected of suffering from the T$£ BSE or CJD, which comprises subjecting a 
sample of body fluid selected from the group consisting ofeerebrospinai fluid (CSF), 
blood, plasma and serum taken from the subject to mass spectrometry, thereby to 
determine a test amount of eystatin C in the sample, wherein the eystatin C is 
differentially contained in the body fluid of BS E- or CJD - TSE-infected subjects and 
non-BSK^orCUD- TSE-infected subjects, comparing the test amount of eystatin C in the 
sample to a reference amount of eystatin C, wherein the reference amount of polypeptide 
represents no BSE or CJD TSB infection; and wherein an increase in eystatin C in the 
body fluid of the subject indicates TSfi BSE or CJD , 

34. (Previously Presented) The method of claim 33. wherein the body fluid is 
NYC/208979, t it 
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cerebrospinal fluid (CSF). 

35. (Currently Amended) A method of diagnosis of Bovine Spongiform 
Encephalopathy (BSE) t^tro^nisat^ or the 
possibility thereof in a bovine subject suspected of suffering from USE th e TSE , which 
comprises determining a test amount of a polypeptide in a sample of body fluid selected 
from the group consisting of cerebrospinal fluid (CSF), blood, plasma and serum taken 
from the subject, wherein the polypeptide is differentially contained in the body fluid of 
BSE TSH-infected bovine subjects and non- BSE- : PS£-in(ected subjects, and wherein the 
polypeptide is selected from the group consisting of a hemoglobin, a hemoglobin chain a 
truncated chain and a fragment thereof which exhibits an immunological reaction to an 
antibody to bovine hemoglobin; comparing the lest amount of the polypeptide in the 
sample to a reference amount of the polypeptide, wherein the reference amount of 
polypeptide represents no BSE infection; and wherein an increase in the polypeptide 
in the body fluid of the subject indicates BSE TSE. 

36. (Currently Amended) A method of diagnosis of a -tranaro fcaiblo 3p ftr^Ht>rm 
eneephitloptrthy fFS-E) Bovine Spongifo rm Encephalopath y (BSE) or the possibility 
thereof in a bovine subject suspected of suffering from the BSE T&E, which comprises 
subjecting ;i sample of body fluid selected from the group consisting of cerebrospinal 
fluid (CSF), blood, plasma and serum taken from the subject to mass spectrometry, 
thereby to determine a test amount of a polypeptide in the sample, wherein the 

NYC/298979. 1 t? 
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polypeptide is differentially contained in the body fluid of BSK- '4«E-infected bovine 
subjects and non- BSR- TOE-infccled subjects, wherein the polypeptide is a hemoglobin, 
a hemoglobin chain or a truncated chain or a fragment thereof which exhibits an 
immunological reaction to an antibody to bovine hemoglobin; comparing the test amount 
of the polypeptide in the sample to a reference amount of the polypeptide, wherein the 
reference amount of polypeptide represents no BS E : F5£ infection; and wherein an 
increase in the polypeptide in the body fluid of the subject indicates ~VSh diagnosis of 
-mi BSR . 

37. (Currently Amended) A method of providing an indication of a transmissible 
spongiform encephalopathy <TSH) sej^cdjh >m the grou p co nsisting of Bovine 
Scon&iform Ew£j>h^ and Creutz feldt-Jakob Disease (CJD) or the 

possibility or progress thereof in a subject liable to suffer from BSRorCJD tfh^PSR, 
which comprises use as a marker of a level of al least one polypeptide that has a 
molecular weight, of about 1010, 1 100, 1 1 25, 1365, 3295, 3645, 3890, 3970, 3990, 4030, 
4294, 431 5, 4436, 4478, 4780. S820, 6200, 6700, 7520, 7574, 7630, 7770, 7930, 7975, 
7980, 8020, 8600, 8936, 9107, 9145, 9185, 9454, 9950, 10075, 10220, 10250, 11 600, 
1 1730, 11800, 13375. 13550, 14043, 15000, 15200, 15400, 15600, 15900, 17839,30000, 
3 1 000 or 3 1 800 Da that is measurable or detectable by mass spectrometry and is 
differentially contained in a body fluid selected from the group consisting of 
cerebrospinal fluid (CSF), blood, plasma and scrum of BSE- or CM D- ¥8E-infected 
subjects and non- BSR- orCJD - TSE-infected subjects wherein the amount of 

NYC/298979.1 M 
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polypeptide in a sample is compared to a reference amount of polypeptide, wherein the 
reference amount of polypept ide represents no BSE or CJD TSE infection. 

38. (Original) The method of claim 37, wherein said at least one polypeptide is 
selected from those having a respective molecular weight of about 1 010, 1 100, 1 125, 
1365, 3645, 4030, 3890, 5820, 7520, 7630, 7980,9950, 10250, 1 1600, 1 1800, 15000, 
15200, 15400, 15600, 15900, 30000. 31000 and 31800 Da. 

Claim 39. (Canceled) 

40. (Currently Amended) A method of providing an indication of a transmissible 
spongiform encephalopathy (TSK) selected from the group consistin g of Bovine 
%^iformJin^ or t j lc 
possibility or progress thereof in a suhject liable to suffer from BSE or C JD theTOE, 
which comprises use as a marker of a level of eystatin C measurable or detectable by 
mass spectroscopy and is differentially contained in a body fluid selected from the group 
consisting of cerebrospinal fluid (CSF), blood, plasma and serum of BSE- o r CJD- TSE- 
infected subjects and non- B SE- or CJ D- =FSE-infected subjects wherein the amount of 
eystatin C in the sample is compared to a reference amount of eystatin C, wherein the 
reference amount of eystatin C represents no BSE o r CJD 'VSE infection. 

41. (Currently Amended ) The method of claim 40, wherein the TS EisCJDand 

NYC/298979.I , 4 
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the body fluid is from a human subject. 

42, (Previously Presented) The method of claim 40, wherein the body fluid is 
cerebrospinal fluid (CSF). 

43. (Currently Amended) A method of providing an indication of tHmnsrobsiWe 
»pt>Rgtft^ Bjwine_Six^nuil brm Ence ph alopathy (USE ) or the 
possibility or progress thereof in a bovine subject liable to suffer from *e BSR TSE, 
which comprises use as a marker of a level of a hemoglobin, a hemoglobin chain or a 
truncated chain or a fragment thereof which exhibits an immunological reaction to an 
antibody to bovine hemoglobin, said level being measurable or delectable by mass 
spectroscopy, and said hemoglobin, hemoglobin chain or truncated chain or fragment 
thereof being differentially contained in a body fluid selected from the group consisting 
of cerebrospinal fluid (CSF), blood, plasma and serum of bovine B SE- TSR-infectcd 
subjects and non-bovine non-BSE- TCE-infected subjects, wherein the amount of 
hemoglobin, a hemoglobin chain or a truncated chain or a fragment thereof in the sample 
is compared to a reference amount of hemoglobin, a hemoglobin chain or a truncated 
chain or a fragment thereof; wherein the reference amount of hemoglobin, a hemoglobin 
chain or a truncated chain or a fragment thereof represents no BSE TSfi infection. 

44. (Original) The method of claim 43, wherein said hemoglobin, hemoglobin 
chain or truncated chain or fragment thereof has a molecular weight determinable by 

NYC/298979. 1. i c 
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mass spectroscopy of about 15000 Da, 7500 Da or 3000 Da. 

45. (Previously Presented) The method of claim 43, wherein the sample of body 
fluid is plasma. 

46. (Previously Presented) The method of claim 43, wherein the sample ol'body 
iluid is from a living animal. 

47. (Withdrawn) A bovine animal, or herd of said animals, that has or have been 
subjected to a test as defined in claim 43 and found to be free of a transmissible 
spongiform encephalopathy (TStt). 



NYC/2<)fl979.t 
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CENTRAL FAX CSslTER 



JUN « 8 2007 



REMARKS 



This is in response to the Office Action mailed September 1 1 , 2006. Thus 
Applicants request a one-month extension of time for response. The required fee is 
enclosed. 

Claims 1-6, 8-19, 21, 22, 29-3S and 40-46 are being examined on the merits and 
have been rejected. 

Claims 1-6, 8-19, 21, 22, 29-38 and 40-46 have been rejected under 35USC§1 12 
1(1 as lacking enablement. The Examiner alleges that while the specification is enabling 
for a specific TSE disease, Lt\, BSE and CJD, it is not enabling for any/all TSE diseases 
as claimed. 

In response, applicants have amended the claims to limit them to 
detection/diagnosis prognosis of BSE or CJD 7 which arc clearly enabled by the 
speciikation. 

The specification clearly sets out that BSE occurs in cattle while CJD occurs in 
humans. One of ordinary skill in the art would appreciate that in the case of a human 
subject, the pattern of differential protein expression from CJD would be used, whereas 
in cattle one would use the differential protein expression from BSE, Indeed the nature 
of the examples makes it even more clear as to which pattern one would use based on the 
species of CSF in the original discovery of the diagnostic dilTerential protein expression 
patterns. 

NYC/29H979.1 17 
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Example 1 is entitle "Polypeptides in body fluids (cerebrospinal fluid, plasma and 
others) of Crculzfeldt- Jakob affected patents", i.e. humans. 

Example 2 is entitled "Polypeptides in plasma samples from BSE-infccted cattle 
or non-infected cattle", i.e. cattle. 

Each subsequent example clearly shows whether il relates to CJD or BSE and 
guides one of skill in the art as to which changes in protein expression levels should be 
used in the methods of the invention, depending on whether the subject being tested is 
human or is a bovine subject. 

Thus, in view of the amendments to the claims and the remarks herein, applicants 
maintain that the present claims are enabled and request that the rejection for tack of 
enablement be withdrawn. 

Claims 29-3 1 have been rejected as indefinite pursuant to 35 USC §1 12 12. The 
Examiner finds the definition of the "probe" to be unclear. 

Applicants have amended the claims to provide more definition to the probe, in 
that it is a probe or protein chip having certain physiochemical properties such that 
polypeptides from a subject sample may be adsorbed onto the probe for further 
characterization, e,g. via mass spectrometry. Support for this amendment may be found 
in the specification and claims, inter alia. Claims 4-6. 

In view of these amendments, applicants maintain that Claims 29-3 1 % as amended, 
are not indefinite and request that the rejection be withdrawn. 

NYC/29X979.1 j X 
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In view of the amendments to the claims and the remarks herein. Applicants 
request reconsideration and allowance of the pending claims. A Notice of Allowance is 
respectfully requested. 

Applicants believe that no additional lees (other than the fee lor a one-month 
extension of time for reply) are required in connection with this response. However, if 
additional fees arc required, the Commissioner is hereby authorized to charge any 
additional payment, or credit any overpayment, to Deposit Account No. 01-2300, 
referencing Docket Number 108140.00030. 

Respectfully submitted, 

1 / 

Rochelle K. Seide, Ph.D.' 
Registration No. 32.300 
A RENT FOX LLP 
1 675 Broadway 
New York, NY 10019 
Tel. No. (212) 484-3945 
Fax No. (212) 4X4-3990 
Customer No. 3S485 
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CENTRALFAXCENTER 

JUNU 8 2007 



FEE CALCULATION 

Any additional fee required has been calculated as follows: 
X If checked, "Small Entity" status is claimed. 



(Colum n I) 

REMAINING 

AKTKR 
AMfcNDMIriNT 




37 MINUS 
12 MINUS 



{Col un in 3) 



HIGHEST 
PREVIOUS! 
I* A ID F 



□ H U S I T R 1 i S KN TATI ON OF MlH,T I PLt£ POP. ( 




SMALL ENTITY 



_RATr- 


A DDT. 

[_ Rib 


t x $25 




i x $1<X) 


l $0.00 


I -i .mo | 


so.oo 


1 


SO.00 



LAftGfc KN'HTY 



QR 



OR 



| RATI? 


Aoiri. 

Kfcfc 


| x S50 i 


mni».tov,uB» 


1 x $200 


$ 


f + S360 


* 




$ 



The U.S. Patent and Trademark Office is hereby authorized to charge and deficiency or 
credit any overpayment offees associated with this communication to Deposit Account 
No. 01 -2300 referencing docket number IPS 140.00030. 
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PETITION FOR EXTENTION OF TIME UNDER 37 CFR 1.136(a) 



Application Number 10/695,194 



Dockot Number (Option?]) 108140.00030 



Filed October 28. 2003 



For DIAGNOSTIC METHOD FOR TRANSMISSIBLE ENCEPHALOPATHIES 
Art Unit 1645 " ^Examiner Rodney p" Swartz 



This is a request under the provisions of 37 CFR 1 .136(a) to extend the period for filing a reply in the above identified application. 
The requested extension and fee are as follows (check time period desired and enter the appropriate fee below): 







Lame Entilv F«o 


Small Entity Fee 




is 


One month (37 CFR 1.17(a)(1)) 


S120 


$60 


S 


□ 


Two months {37 CFR 1.17(a)(2)) 


S450 


$225 


* f 


□ 


Three months (37 CFR 1,1 7(a)(3)) 


$1020 


$510 


s... 


□ 


Four months (37 CFR 1.17(a)(4)) 


$1590 


$795 


s 


□ 


Fivo months (37 CFR 1.17(a)(5)) 


$2160 


$1080 


$ 



60,00 



□ Applicant claims small entity status. See 37 CFR 1 .27, 

□ A check in the amount of the fee is enclosed. 

IS Payment by credit card. Form PTO-2038 is attached. 

□ The Director has already been authorized to charge fees in this application to a Deposit Account. 

I3 The Director is hereby authorized to charge any fees which may be required, or credit any overpayment, (o 

Deposit Account Number 01-2300 (Referencing Docket No. 108140.00030 . I have enclosed a 

duplicate copy of this sheet. 

WARNING: Information on this form may become public. Credit card information should not bo Included on thia form. 
Provide credit card information and authorization on PTO-2038. 

I am the □ applicant/inventor. 

□ assignee of record of the entire interest. See 37 CFR 3.71 . 

Statement under 37 CFR 3.73(b) is enclosed (Form PTO/SB/96). 

E3 attorney or agent of record. Registration Number 32,300 

□ attorney or agent under<-37 CFR 1 .34 

Registration number if actinq under 37 CFR 1 .27 

/ r. .•'/ «. ** 



7l£C.UALLL ?\ ■ &L January VI, 2007 

Signature / DatrT 

Rochelle K. Seide, Ph.D, (212) 484-3945 

Typed or printed name " f clophonc Number " 

i>ssign<»fls of record or the entire inierftRi ot their 

□ Total of forms are submitted. 
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ro 
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to 
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amount of timr? 
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call Customer Service at 1-800-492-4920. 
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